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Certified/Return Rmelpt Requested
~~~’’v=’ “~” ‘

Food and Drug Administration
Kansan Cltv DIstrlct Of!lce

November26, 1996 11630 Wod 80th Street --
Lenwa, KancaB 66214-3340

Twphorto: [913} 752-2100

James R. RandalI,President
Archer Daniels Midland(ADM)
4666 Farks Parkway
Decatur, ~OiS 62!52S

Ref. # “KAN-9%04

Dear Mr. Randall:

An inspectionof your firm knownas ADM timid Healthand NutritionDivision, 1877NE
58th Avenue, Des Moims, Iowa, conductedby investigatorstim this office on October22
through November 1, 1996, foundsignificant deviations fiorn Current Good Manufkturing

o

Practice (COW) Regulationsfor Type A MedicatedhtiCkS (21 CFR, Part 226). Such
deviationscause ~AWdicatdAr tkldeingmanufkctmdWhisfhditybbO
adulteratedwithinthe meankg of SectionSol of the Fodcral Food, Drug, and
CosmeticAct (Act).

Obsmmtions include, but are not limited to the following:1) failure to place a proper
expirationdate on batches of OTC 50 manufkturcd by you, since hmuy, 1994, in that
ywe~=~~mdd =r~tia~aof~w-tig; 2) fhilureto
maintainan adequatedrug inventoryin that adju@mentshavebeen made (fix example-303
lba., 50 k, etc.) with no documemtcdCX@WtiOfl; 3) faihm to ckan Outproductionand
p-g ~tipm~t after using an unappmd newdrug, kdhg tO* ~~

~timti@W,4)~mWd@tim~~fmd~A
Medicatd Articles that wodd kqora!c bothliquid anddryn’dxing ~s)fililureto
fbllowzaw matedid q3ecificatioIIS for Terramycin~, and ~W mttaid testing dhCtiOllS in

NADA 8-804.

The abwc isnot intendedta be an alX-inclusivelist of violations. As a manufacturerof Type
A Medicated kicks you am respcmsibkfw assuringthat your overalloperationand the
products you manuhcturc and distributeare in compliancewith the law. At the umclusion
of the inspectiona Form FDA 483, Inspe@ionalObsemtions, wss issuedto and diwuswd
with StevenE Dale, Vice Presidentand Managczof Logistics. This form is a
coqreksive ~B of the hK!$ti@fS’ observations of deviationsf- during the
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We have receivedand revieweda letterfromMr. Dale dakd November7, which is a
response m the Form FDA 483 obsemtions. The letterwas reviewedprior to the issuarm
ofthhlettcr. Itapp=rshmthel@=M_sQsmMg -b~mctthenoted
deviations.

Promptaction shouldbe talco to correctthe notedviolations,andyou shouldestablish
prooedureawherebysuch violations do not recur. Faihut to promptlycorrectthese
violations may result in r@atory and/oradmirbative sanctions. These sanctionsinclude,
but are not limitedto, seizure, i@ncdon, @/or notb of qprtunity for a hearingon a
proposalto WhhdfWapprovalof ycmrNewhind DrugAp@atim (No*), M*
Section512(m)(4)(B)(ii)of the Act and21 CFR 514.115(c)(2). (This letterconstitutes
official notificationunderthe law.)

Basedontheresultsof theOctober22 throughNovember1 inspection,evaluatedtogether
with the cviden(%befo!WFDA whenyOUf ~/~AS WtXt -Od, tk mCthOdS U@ h, Or
the fkilkiuandcontrolsusedfu r,themsnuktum,mg, andpackingof Type A
MdCMCd AfdCk3~~i3 MSd~ti Mtity, -@l, qtldity, d

o

pudtyofti=w-tiw-. Thisktternotifk ayouofourtigsdpa
yousnoppmt@ty toeorrectthe abovedefUmcb. thdthCtiOhbNhWb

~-Mtim_by~A,ti**faV_Md*(~
willnotapprove NADAsfmtkhqccted Hty.

You shouldnotify this office in writing, within fifteen (1S)workingdaysof receipt of this
*,w Mmwtiti Nwmk7-a ti@M~-=bti I-, or
yOUIMtyexpandon thatkttet Withadditb$d inf~ concedng OoHectionsbeing
made. If correcdveactioncannotbe completedwithin 1Sworking&ys, statethe reasonfor
thcdchyand thcdmcwithin whichthec&ections wiIH?ecomp1d.
y- qly @-= R. -c-, Compb CM=, at the abow

sincerely,

$.

Youmayaddress
address.

W. MichaelRogers
DistrictDirector
KansasCity District

Enclosure - FormFDA 483

D c GaryTexnus,Prcaident
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ADM Anirnd HealthandNutrition~V,

1~ BE 58th Avenue
Da Mohms,IA 50313

stemDale, VkxPN!ddentndogistic
Managa

ADM him! ~cdth andhktition ~V.

1877NE 58th Avcnuo
KM Moines,IA 50313


